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•There ai'e two criteria for a proper requirement for restriction between patentably 
distinct inventions: 

(A) The inventions must be independent (see MPEP S 802.QL § 806.04, § 808.01) or 
distinct as claimed (see MPEP S 806.05 - S 806.05(i) ); and 

(B) There must be a serious burden on the examiner if restriction is required (see MPEP § 
803.02 , $ 806.Q4(a) - S 806.04(1) , § 8Q8.0Ua) , and § 808.02) . 

GUIDELINES 

Examiners must provide reasons and/or examples to support conclusions, but need not 
cite documents to support the restriction requirement in most cases. 

Where plural inventions are capable of being viewed as related in two ways, both 
applicable criteria for distinctness must be demonstrated to support a restriction requirement. 

If there is an express admission that the claimed inventions are obvious over each other 
within the meaning of 35 U.S.C. 103. restriction should not be required. In re Lee, 199 USPQ 
108 (Conim'rPat. 1978), 

For purposes of the initial requirement, a serious burden on the examiner may prima 
facie shown if the examiner shows by appropriate explanation of separate classification, or 
separate status in the art, or a different field of search as defined in MPEP § 808.02. T\izx prima 
facie showing may be rebutted by appropriate showings or evidence by the applicant. Insofar as 
the criteria for restriction practice relating to Markush-type claims is concerned, the criteria is se 
forth in MPEP S 803.02 . Insofar as the criteria for restriction or election practice relating to 
claims to genus-species, see MPEP $ 806.04(a) - S 806.04(i) and § 808.QUar. 

More particulariy, in regard to nucleotide sequences, MPEP 803.04 states: 
"803.04 Restriction - Nucleotide Sequences 

By statute, "[i]f two or more independent and distinct inventions are claimed in one 
application, the Cominissioner may require the application to be restricted to one of the 
inventions." 35 U.S.C 121. Pursuant to this statute, the rules provide that "[i]f two or more 
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independent and distinct inventions are claimed in a single application, the examiner in his action 
shall require the applicant ... to elect that invention to which his claim shall be resti'icted." 37 
CFR 1.142(ay See also 37 CFR l.UTfa) . 

Nucleotide sequences encoding different proteins are structurally distinct chemical 
compounds and are unrelated to one another. These sequences are thus deemed to normally 
constitute independent and distinct inventions within the meaning of 35 U.S.C. 12L Absent 
evidence to the contrary, each such nucleotide sequence is presumed to represent an independent 
and distinct invention, subject to a restriction requirement pursuant to 35 U.S.C. 121 and 37 CFR 
^ •141 et seq. Nevertheless, to jfurther aid the biotechnology industry in protecting its intellectual 
property without creating an undue burden on the Office, the Commissioner has decided sua 
sponte to partially waive the requirements of 37 CFR 1,141 etsea. and permit a reasonable 
number of $uch nucleotide sequences to be claimed in a single application. S^q Examination 
of Patent Applications Containing Nucleotide Sequences, 1192 O.G. 68 (November 19, 1996). 

It has been determined that normally ten sequences constitute a reasonable number 
for examination purposes. Accordingly, in most cases, up to ten independent and distinct 
nucleotide sequences will be examined in a single application without restriction. In 
addition to the specifically selected sequences, those sequences which are paten tably 
indistinct from the selected sequences will also be examined. Furthermore, nucleotide 
sequences encoding the same protein are not considered to be independent and distinct 
inventions and will continue to be examined together. 

In some exceptional cases, the complex nature of the claimed material, for example a 
protein amino acid sequence reciting three dimensional folds, may necessitate that the reasonable 
number of sequences to be selected be less than ten." (emphasis added). 

Furthermore, MPEP 803.02 states: 

"803,02 Restriction - Markush Claims 

PRACTICE RE MARKUSH-TYPE CLAIMS 

If the members of the Markush group are SEffidently few m Epmber m so closeSy 
related that a search and examination of the entire claim can be made without serious 
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burden, the examiner must examine all the members of the Markusb group in the claim on 
the merits, even though they are directed to independent and distinct inventions. In such a 
case, the examiner will not follow the procedure described below and will not require 
restriction. 

Since the decisions in In re Weber, 580 F,2d 455, 198 USPQ 328 (CCPA 1978) and In re 
Haas, 580 F.2d 461, 198 USPQ 334 (CCPA 1978), it is improper for the Office to refuse to 
examine that which applicants regard as their invention, unless the subject mailer in a claim lacks 
unity of invention. In re HarnisK 631 F.2d 716, 206 USPQ 300 (CCPA 1980); and Ex parte 
Hozumi, 3 USPQ2d 1059 (Bd. Pat. App. & Int. 1984). Broadly, unity of invention exists where 
compounds included widiin a Markush group (1) share a common utility, and (2) share a 
substantial structural feature disclosed as being essential to that utility. 

Tliis subsection deals with Markush-type generic claims which include a plurality of 
alternatively usable substances or members. In most cases, a recitation by enumeration is used 
because there is no appropriate or true generic language. A Markush-type claim can include 
independent and distinct inventions. This is true where two or more of the members are so 
unrelated and diverse that a prior art reference anticipating the claim with respect to one of the 
members would not render the claim obvious under 35 U.S.C. 103 with respect to the other 
member(s). In applications containing claims of that nature, the examiner may require a 
provisional election of a single species prior to examination on the merits. The provisional 
election will be given effect in the event that the Markush-type claim should be found not 
allowable. Following election, the Markush-type claim will be examined fully with respect 
to the elected species and further to the extent necessary to determine patentability. If the 
Markush-type claim is not allowable over the prior art, examination will be limited to the 
Markush-type claim and claims to the elected species, with claims drawn to species patentably 
distinct from the elected species held withdravm from further consideration. 

As an example, in the case of an apphcation with a Markush-type claim drawn to the 
compound C-R, wherein R is a radical selected from the group consisting of A, B, C, D, and E, 
the examiner may require a provisional election of a single species, CA, CB, CC» CD, or CE. 
The Markush-type claim would then be examined fiilly with respect to the elected species and 
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any species considered to be clearly unpatentable over the elected species. If on examination the 
elected species is found to be anticipated or rendered obvious by prior art, the Markush-type 
claim and claims to the elected species shall be rejected, and claims to the nonelected species 
would be held witlidrawn from further consideration. As in the prevailing practice, a second 
action on the rejected claims would be made final. 

On the other hand, should no prior art be found that anticipates or renders obvious tlie 
elected species, the search of the Markush-type claim will be extended. If prior art is then found 
tliat anticipates or renders obvious the Marlcush-type claim with respect to a nonelected species, 
the Markush-type claim shall be rejected and claims to the nonelected species held withdrawn 
from further consideration. The prior art search, however, will not be extended unnecessarily to 
cover all nonelected species. Should applicant, in response to this rejection of the Markush-type 
claim, overcome the rejection, as by amending the Markush-type claim to exclude the species 
anticipated or rendered obvious by the prior art, the amended Markush-type claim will be 
reexamined. The prior art search will be extended to the extent necessary to determine 
patentabihty of the Markush-type claim, hi the event prior art is found during the reexamination 
that anticipates or renders obvious the amended Markush-type claim, the claim will be rejected 
and the action made final. Amendments submitted after the fmal rejection further restricting the 
scope of the claim may be deiaied entry", (emphasis added). 



It is respectfully submitted that the Examiner did not make a prima facie case to support a 
restriction requirement. Both criteria for restriction must be established and the Examiner has 
not allege4 much less shown by evidence, any burden in searching the claimed inventions. 
Moreover, Applicant's original claims encompass no more than five (5) sequences, all of which 
are related in that they encode portions of a human acetylcholinesterase, and the MPEP states 
cleariy that "in most cases, up to ten independent and distinct nucleotide sequences will be 
examined in a single application witiiout restriction." Even new claim 1 5 only encompasses 
five (5) sequences. Only "[i]n some exceptional cases, the complex nature of the claimed 
material, for example a protein amino acid sequence reciting three dimensional folds, may 
necessitate that the reasonable number of sequences to be selected be less than ten." The 
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Examiner has not alleged that this case falls under the exception and Applicant hereby subinits 
that this case is not exceptional, according to MPEP 803.04. 

Fiually, it is respectfully submitted that the Examiner should have made a 
provisional restriction requirement under MPEP 803.02, and that the Markush-type claim 
(Le,^ claim IS) should be examined fully, to the extent necessary to determine patentability. 

Applicant respectfully requests that the restriction requirement be withdrawn. If the 
Examiner does not withdraw the restriction requirement, then Applicant requests that the 
Examiner state the restriction properly and in complete terms, so that Applicant may properly 
respond to the requirement. If the Examiner disagrees, or believes for any other reason diat 
direct contact witli Applicant's attomey would advance the prosecution of the case to Finality, he 
is invited to telephone the undersigned at the number given below. 

Applicant believes the claims, as amended, are patentable over the prior art, and that this 
case is now in condition for allowance of all claims therein. Such action is thus respectfully 
requested. If the Examiner disagrees, or believes for any other reason that direct contact with 
Applicant's attomey would advance the prosecution of the case to finality, he is invited to 
telephone the undersigned at the number given below. 

"Recognizing that Internet communications are not secured, I hereby authorize the PTO 
to communicate with me conceming any subject matter of this application by electronic mail. I 
understand that a copy of these communications will be made of record in the application file." 



Respectfully Submitted: 




Thomas T. Aquilla, Reg. Nor43,473 
Attomey for Applicant 



Brown & Michaels, PC 

400 M&T Bank Building - 118 NorQi Tioga Street 
Ithaca, New York 14850 
(607) 256-2000 • (607) 256-3628 (fax) 
e-mail: aquilla@bpmlegal.com 



Dated: January 29, 2003 
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